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DETAILED ACTION 

Drawings 

The drawings are objected to under 37 CFR 1.83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the device, wherein the 
indicator includes a plurality of indicators must be shown or the features canceled from 
claims. No new matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 
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Claim Rejections ■ 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-10, 12-29, and 31-36 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Malchesky (U.S. Pat. No. 5,518,927). 

Regarding claim 1, Malchesky discloses a device to perform a medical procedure 
comprising: 

a medical device 20 (Fig. 4); and 

an indicator 22 produced directly on the medical device (col. 2, In. 17-19), the 
indicator including a chemical capable of undergoing a color change when exposed to a 
particular environment (col. 1, In. 1-24), 

wherein the indicator is configured to be substantially the same color as a portion 
of the medical device before being exposed to the particular environment (col. 6, In. 41- 
50). 

Malchesky discloses that "a functioning portion of the instrument may be 
constructed of the indicator plastic material." He further discloses that "the region of the 
material which is impregnated with the color change indicator can be limited to a region 
having a preselected shape, such as the word 'discard'. The remainder of the material 
may be ... coated to protect it from the oxidant such that as the indicator region 
changes color, the word 'discard' or other indicia becomes visible." Since Malchesky 
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discloses that "a functioning portion of the instrument may be constructed of the 
indicator plastic material", the coated portion of the indicator plastic material is 
inherently a portion of the medical device. More specifically, the ring 22 is a functioning 
portion of the instrument since it inherently functions as a handle for the instrument; and 
the indicator is produced directly on the ring 22. 

Regarding claim 2, Malchesky discloses the device of claim 1 , wherein the 
medical device comprises a handle, a distal end effector, and an elongate portion 
connecting the handle to the distal end effector (Fig. 4). 

Regarding claim 3, Malchesky discloses the device of claims 1 and 2, wherein 
the indicator 22 is produced directly on the handle (Fig. 4). Since the device is 
inherently capable of being held at 22, the indicator 22 is produced directly on the 
handle as claimed. 

Regarding claim 4, Malchesky discloses the device of claims 1 and 2, wherein 
the handle comprises a ring portion and an elongate portion (Fig. 4). The ring 22 (Fig. 6) 
constitutes a "ring portion" and the shaft covering just distal of the ring 22 constitutes an 
"elongate portion". Since the instrument is inherently capable of being held at these two 
locations, these two elements inherently comprise the handle as claimed. 

Regarding claim 5, Malchesky discloses the device of claims 1 , 2, and 4, wherein 
the indicator is produced directly on the ring portion 22 (col. 2, In. 17-24, col. 6, In. 17- 
20, and Fig. 4). 
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Regarding claim 6, Malchesky discloses the device of claim 1 , wherein "the 
region of the material which is impregnated with the color change indicator can be 
limited to a region having a preselected shape, such as the word 'discard'" (col. 6, In. 
43-46). Since the indicator comprises lettering, the indicator must inherently be printed 
directly on the medical device. 

Regarding claim 7, Malchesky discloses the device of claim 1 , wherein the 
indicator is configured to show a symbol when it undergoes the color change (col. 6, In. 
43-50). 

Regarding claim 8, Malchesky discloses the device of claim 1 , wherein the 
particular environment includes a chemical (col. 3, In. 29-33). 

Regarding claim 9, Malchesky discloses the device of claims 1 and 8, wherein 
the chemical is EtO gas (col. 3, In. 29-33). 

Regarding claim 1 0, Malchesky discloses the device of claim 1 , wherein the 
particular environment includes steam (col. 3, In. 37-40). 

Regarding claim 12, Malchesky discloses the device of claim 1, wherein the 
indicator is configured to be a different color than a portion of the medical device after 
being exposed to the particular environment (col. 6, In. 43-50). Again, as stated in the 
preceding rejection of claim 1 , the coated portion of the ring 22 constitutes a portion of 
the medical device. 

Regarding claim 1 3, Malchesky discloses the device of claim 1 , wherein the 
indicator is produced directly on a surface of the medical device (col. 6, In. 43-50). 
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Regarding claim 14, Malchesky discloses the device of claim 1, wherein the 
indicator includes a plurality of indicators (col. 6, In. 13-16). As claimed, applicant does 
not specify that the plurality of indicators must be arranged independently of each other 
and not layered on top of each other. In accordance with Malchesky, each different 
pigment layer constitutes a different indicator. For example, a layered sequence of 
green-yellow-red would indicate different stages of use. 

Regarding claim 15, Malchesky discloses the device of claims 1 and 14, wherein 
each of the plurality of indicators undergoes a color change different from the other of 
the plurality of indicators (col. 6, In. 13-16, 24-28). For example, in a layered sequence 
of green-yellow-red: the green indicator changes to yellow; the yellow indicator changes 
to red; and the red indicator changes to the translucent ring to reveal the word "discard". 

Regarding claim 16, see the rejections of claims 1-3 and 12-13. 
Regarding claim 17, see the rejections of claims 16 and 6. 
Regarding claim 18, see the rejections of claims 16 and 7. 
Regarding claim 19, see the rejections of claims 16 and 8. 
Regarding claim 20, see the rejections of claims 16, 19, and 9. 
Regarding claim 21, see the rejections of claims 16 and 10. 
Regarding claim 22, see the rejections of claims 16 and 14. 
Regarding claim 23, see the rejections of claims 16, 22, and 15. 
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rejections of claims 1 and 12. 
rejections of claims 24 and 6. 
rejections of claims 24 and 7. 
rejections of claims 24 and 8. 
rejections of claims 24, 27, and 9. 
rejections of claims 24 and 10. 
rejections of claims 24 and 12. 
rejections of claims 24 and 14. 
rejections of claims 24, 2, and 3. 



Regarding claims 34, see the rejection of claim 1 . 
Regarding claims 35, see the rejection of claims 16 and 1. 
Regarding claims 36, see the rejection of claims 24 and 1. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 
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1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1, 16, 24, 37-47, and 49-60 are rejected under 35 U.S.C. 102(b) as 
anticipated by or, in the alternative, under 35 U.S.C. 103(a) as obvious over Quattrocchi 
(U.S. PGPub 2002/011931 A1). 

Regarding claim 1 , Quattrocchi discloses a device to perform a medical 
procedure comprising: 

a medical device 20 (Fig. 1); and 

an indicator 27-29 produced directly on the medical device (pg. 2, 1J 21 and Fig. 
2), the indicator including a chemical capable of undergoing a color change when 
exposed to a particular environment (pg. 2, 20), 

wherein the indicator is configured to be substantially the same color as a portion 
of the medical device before being exposed to the particular environment. 

The examiner takes Official Notice that it is well-known in the art for pregnancy 
tests to be of a unitary white color; the medical device/surface of the handle and the 
indicator/test strip material are both white before the indicator is exposed to the urine 
sample. 

In the alternative, it would have been an obvious matter of design choice to one 
of ordinary skill in the art at the time the invention was made to have made the indicator 
of Quattrocchi to be configured to be substantially the same color as a portion of the 
medical device before being exposed to the particular environment because applicant 
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has not disclosed any criticality or unexpected result. It is clearly obvious to make the 
entire device initially white in order to easily recognize and view any color changes after 
testing the sample. Furthermore, one of ordinary skill in the art would have expected 
applicant's invention to perform equally well with Quattrocchi's device because both 
devices allow one to recognize color changes after testing a sample. 

Regarding claim 16, Quattrocchi discloses a medical device comprising: 

a handle 21 (Fig. 1); 

a distal end effector 24 (Fig. 1); 

an elongate portion connecting the handle to the distal end effector (Fig. 1); and 
a visual indicator 27-29 produced directly on a surface of the handle (Fig. 2), 
wherein the indicator includes a chemical configured to be substantially the same 

color as the surface of the handle before being exposed to a particular environment 

(See the preceding rejection of claim 1). 

wherein the chemical is configured to undergo a color change to a different color 

than the surface of the handle after being exposed to the particular environment (See 

the preceding rejection of claim 1). 

Regarding claim 24, see the preceding rejection of claim 1. 

Regarding claims 37-39, Quattrocchi discloses the device and method of claims 

1, 16, and 24, wherein the chemical is configured to change to a first color when 

exposed to a first environment and change to a second color different from the first color 

when exposed to a second environment different from the first environment (pg. 2, 

20). 
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Regarding claims 40-42, Quattrocchi discloses the device and method of claims 
1 , 16, and 24, wherein the indicator is configured to change color after a single 
exposure to the particular environment (pg. 2, U 19). 

Regarding claim 43, see the preceding rejections of claims 1 and 37. 

Regarding claim 44, Quattrocchi discloses the device of claim 43. In addition, 
printing would have been an obvious means to one of ordinary skill in the art for 
applying the indicator to the testing strip. 

Regarding claim 45, see the preceding rejections of claims 1 and 43. 

Regarding claim 46, see the preceding rejections of claims 16 and 43. 

Regarding claim 47, Quattrocchi discloses the device of claim 43, wherein the 
indicator includes a plurality of indicators 27-29 (Fig. 20). 

Regarding claim 49, see the preceding rejections of claims 1 and 43. 

Regarding claim 50, see the preceding rejections of claims 1, 40, and 43. 

Regarding claim 51, see the preceding rejections of claims 1, 16, and 43. 

Regarding claim 52, see the preceding rejections of claims 1, 43, and 47. 

Regarding claim 53, Quattrocchi discloses the device of claim 52, wherein a first 
of the plurality of indicators (positive control indicator 28) is configured to change color 
when exposed to a first environment (correctly performed test) and not change color 
when exposed to a second environment (incorrectly performed test) different from the 
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first environment, and a second of the plurality of indicators (negative control indicator 
29) is configured to change color when exposed to the second environment (incorrectly 
performed test) and not change color when exposed to the first environment (correctly 
performed test) (pg. 2, H 20). 

Regarding claim 54, see the preceding rejections of claims 52 and 44. 

Regarding claim 55, see the preceding rejections of claims 52, 1 , and 16. 

Regarding claim 56, see the preceding rejections of claims 52, 1 , and 16. 

Regarding claim 57, see the preceding rejections of claims 52 and 48. 

Regarding claim 58, see the preceding rejections of claims 52 and 49. 

Regarding claim 59, see the preceding rejections of claims 52 and 40. 

Regarding claim 60, see the preceding rejections of claims 52 and 51. 

Claims 48 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Quattrocchi ('931) in view of Pronovost (U.S. Pat. No. 5,786,220). 

Regarding claim 48, Quattrocchi discloses the device of claims 43 and 47. The 
claim differs in calling for each of the plurality of indicators to undergo a color change 
different from the other of the plurality of indicators. Pronovost, however, teaches a 
similar testing device, wherein each of the plurality of indicators undergoes a color 
change different from the other of the plurality of indicators in order to make reading the 
results easier (col. 3, In. 22-27). Therefore, it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to have made each of the 
plurality of indicators of Quattrocchi to undergo a color change different from the other 



Application/Control Number: 10/720,190 Page 12 

Art Unit: 3739 

of the plurality of indicators in view of the teaching of Pronovost in order to make 
reading the results easier. 



Conclusion 



The prior art made of record and not relied upon is considered pertinent to 



applicant's disclosure 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alex B. Toy whose telephone number is (571) 272-1953. 
The examiner can normally be reached on Monday through Friday, 8:00 AM to 4:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda CM. Dvorak can be reached on (571) 272-4764. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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